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DETAILED ACTION 

y 

This Office Action is a response to Applicant's amendment and response filed on 
June 12, 2003 in Paper No. 17 wherein claims 35-38 are newly submitted. Currently, 
claims 24-38 are pending in this application. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 24-26 and 28-29 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Sanchez et al. (5,296,472) for reasons of record stated in the Office 
Action dated March 12, 2003. 

Applicant's remarks filed June 12, 2003 in Paper No. 17 with respect to this 
rejection made under 35 U.S.C. 102(b) in the previous Office have been fully 
considered but they are not deemed persuasive to render the claimed invention 
patentable over the prior art for the following reasons. 

Applicant's arguments that "neither Sanchez not the Examiner provides 
evidences that cyclodextrins are known to reach the sebaceous glands and have the 
desired metabolic effects" and that "For this reason, Examiner's conclsory statements 
do not constitute a prima facie case of inherency" have been considered but not found 
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persuasive. First, the instant claims are not limited to reach the sebaceous glands and 
have the desired metabolic effects. 

Secondly, most importantly, the mechanism of action of a treatment does not 
have a bearing on the patentability of the invention if the method steps are already 
known even though applicant has proposed or claimed the mechanism (e.g., reach the 
sebaceous glands and have the desired metabolic effects). Applicant's recitation of a 
new mechanism of action for the prior art method will not, by itself, distinguish the 
instant claims over the prior art teaching the same or nearly the same method steps, 
i.e., applying to skin and/or hair. See Ex parte Novitski, 26 USPQ 2d 1389. Mere 
recognition of latent properties in the prior art does not render novel or nonobvious an 
otherwise known invention. See In re Wiseman, 201 USPQ 658 (CCPA 1979). Granting 
a patent on the discovery of an unknown but inherent function would remove from the 
public that which is in the public domain by virtue of its inclusion in, or obviousness 
from, the prior art. In re Baxter Travenol Labs, 21 USPQ2d 1281 (Fed. Cir. 1991). See 
M.P.E.P. 2145. 

Therefore, Sanchez et al. anticipates Claims 24-26 and 28-29. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claim 27 even though it is not anticipated by Sanchez et al. (5,296,472) as 
applicable to claims 24-26 and 28-29, is rejected under 35 U.S.C. 103(a) as being 
unpatentable over the same reference by Sanchez et al. (5,296,472) for reasons of 
record stated in the Office Action dated March 12, 2003. 

Applicant's remarks filed on June 12, 2003 in Paper No. 17 with respect to this 
rejection made under 35 U.S.C. 103(a) of record in the previous Office Action have 
been fully considered but are not deemed persuasive as to the nonobviousness of the 
claimed invention over the prior art for the following reasons. 

Applicant argues that the Examiner may have misread claim 27. However, claim 
27 reads on the claimed method comprising at least 30 wt. % of y-cyclodextrin. Hence, 
one of ordinary skills in the art would clearly recognize that the 30 wt.% would be based 
on the composition's total weight. 

As indicated in the previous Office Action, Sanchez et al. does not expressly 
disclose the composition therein comprising at least 30% weight of y-cyclodextrin. 
However, the previous Office Action also discusses that Sanchez et al. discloses that 
the effective amounts of cyclodextrin component broadly including a-,p~, y-cyclodextrins 
in the topical compositions therein are about 1-30% by weight and most prefereably 
10% by weight, within the instant claims. See col. 2 lines 57-63 in particular. Therefore, 
one of ordinary skill in the art would have found it obvious to employ at least 30% weight 
of the particular known cyclodextrin, y-cyclodextrin, in Sanchez's compositions because 
the optimization of known effective amounts of known active agents to be administered 
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according the disclosures of Sanchez et al., is considered well in the competence level 
of an ordinary skilled artisan in pharmaceutical science, involving merely routine skill in 
the art. It has been held that it is within the skill in the art to select optimal parameters, 
such as amounts of ingredients, in a composition in order to achieve a beneficial effect. 
See In re Boesch, 205 USPQ 215 (CCPA 1980). 

Claims 30-34, and newly submitted claims 35-38 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Sanchez et al. (5,296,472) essentially for 
reasons of record stated in the Office Action dated March 12, 2003. 

Sanchez et al. discloses methods for delipidation of skin and/or hair or for 
controlling the excessive buildup of sebum on mammalian skin or hair comprising 
topically applying to skin and/or hair an effective amount of a composition comprising a 
cyclodextrin component having one or more cyclodextrin. See abstract, col.1 lines 14-17 
and 31-33, col.3 lines 13-14 and 61-65, and col.8-9 Example 3-5, in particular. Sanchez 
et al. also discloses that the effective amounts of cyclodextrin component broadly 
including a-,p-, y-cyclodextrins in the topical composition therein are about 1-30% by 
weight and most prefereably 10% by weight. See col.2 lines 57-63 in particular. 
Sanchez et al. further discloses that the cyclodextrin compositions therein may be 
creams, gels, solutions suspensions; the cyclodextrin compositions therein may further 
comprise non-polar solvents, waxes and other type of lipid-type agents, in 1 0% bv 
weight (see col. 5 lines 12-20 and 64-66 in particular); these oily components are known 
used for skin treatment (see col. 5 lines 12-20 in particular). It is noted that non-polar 
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solvents, waxes and other type of lipid-type agents are known to be an oil phase and 
also clearly read on the instant oily components recited in claim 38 herein. 

Sanchez et al. does not expressly disclose that a particular composition 
comprising an oil phase and a cyclodextrin component having one or more cyclodextrin 
employed in the claimed method herein. Sanchez et al. also does not expressly disclose 
this particular composition comprising at least 30% weight of y-cyclodextrin. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ a particular composition comprising an oil phase and a 
cyclodextrin component having one or more cyclodextrin in the claimed method herein 
and to employ this particular composition comprising at least 30% weight of y- 
cyclodextrin. 

One having ordinary skill in the art at the time the invention was made would 
have been motivated to employ a particular composition comprising an oil phase and a 
cyclodextrin component having one or more cyclodextrin in the claimed method herein 
because it is known that the compositions of Sanchez et al. comprising a cyclodextrin 
component having one or more cyclodextrin for skin and hair treatments therein may 
further comprise oils, waxes and other known lipid-type agents, which reads on an oil 
phase and instant oily components recited in claims herein. 

Therefore, one of ordinary skill in the art would have found it obvious to further 
employ an oil phase such as oils, waxes and other known lipid-type agents in a 
particular composition of Sanchez et al. 
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As discussed above, one having ordinary skill in the art at the time the invention 
was made would have been motivated to employ this particular composition comprising 
at least 30% weight of y-cyclodextrin since the effective amounts of cyclodextrins 
broadly including a-,p-, y-yclodextrins in the topical compositions therein employing in 
the methods therein are known to be about 1-30% by weight according to Sanchez et 
al. 

Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

Applicant's remarks filed on June 12, 2003 in Paper No. 17 with respect to this 
rejection made under 35 U.S.C. 103(a) of record in the previous Office Action have 
been fully considered but are not deemed persuasive as to the nonobviousness of the 
claimed invention over the prior art. These remarks are believed to be adequately 
addressed by the obvious rejection presented above. 

The specification contains no clear and convincing evidence of nonobviousness 
or unexpected results for the claimed method herein over the prior art. In this regard, it 
is noted that the specification provides no side-bv-side comparison with the closest prior 
art in support of nonobviousness for the instant claimed invention over the prior art. 

For the above stated reasons, said claims are properly rejected under 35 U.S.C. 
103(a). Therefore, said rejection is adhered to. 

In view of the rejections to the pending claims set forth above, no claims are 
allowed. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner Jiang, whose telephone number is (703) 305- 
1008. The examiner can normally be reached on Monday-Friday from 9:00 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, Ph.D., can be reached on (703) 305-1877. 
The fax phone number for the organization where this application or proceeding is 
assigned is (703) 308-4556. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 305- 
1235. 

S. Anna Jiang, Ph.D. 
Patent Examiner, AU 1617 
August 14, 2003 
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